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JONES F’HARMA INCORPORATED 
1946 Craig Road, t?0. Box 463Q3 

SF. Louis, Missouri 6314 
. 314 5766700 Fax 374 469-5749 

www.jmedpharme.com 

John Jetiki~~, MD. Acting Director 
Division of Metabolism and Endocrine Drug products QB?D-s lo> 
ibocument Control Room 14B-19 
Food and Drug Administration . 

* 5600 Fishers Lane 
Rochdk:, MD 20857 

RE: Amendment to NDA 21-303 
h~oxyl (Levotbyroxine Sodium Tablets, Vsp) 

Dear Dr. Jenkins: 

JONES P?LARMA IN~oRpoRA?IED is hereby submitting k amendment to our ptind@ 
. New Drug Application (NDA) for Levoxyl (LevothyroGne Sodium Tablets, -(BP) submitted 

July 2$;, 2000. The following k&ma?ion kubmitted in this amendment was requestid by Dr. . 
. Steve Johmon, FDA Biop~~utk Revkwer, as a restit of a telecor@erence held &keen 

lD+~dJones on 1/23LXWl. . - 1:. . . ., . . . . ’ . . . .;.., ; :.... .,, . . . z 
. 

Average dissolution results at 45 mix&es kn one lot of e&h s@ength were submitted in ‘. .. . 
&xtion 6.3 of the origkal mA. Dr. Johnson requested t.lxt Jones provide the 45~minute 
dissolution data fkom the individual vessels for the following Levoxyl lots in su@xt of the 
final averages previously reported. These data are provided as Attachment 1. 
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Lot Number Strength Lot Number . &en@ Lot Number Strength 
l-T57 25 mcg TT25 300 mcg TT45 150 mcg 
l-I-24 50 mcg TT36 112 mcg TT48 175 mcg 

TT39 125 rncg TT51 - 200mcg 
g TT43 I 137 mcg TT26 1 300 mcg ) 
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Amend,ment to NDA 21-301 
Levoxyl (Levotbyrotie Sodl’nm Tablets, USP)’ ’ 

?&is apldication comists of a single volume. An archival copy is being filed h a blue 
folder and a technical review copy is being Hed ih a red folder. Additionally desk copies . 
are b&g sent to Mi Steve M&ort (Project Manager, FDA) and Dr. Steve Jotion - - 
(FDA Biophannaceutic Reviewer). 

By this letter, it is cetied that a-me Copy of-the applicatkm(in&&ng a &py ofmA 
application fox-m 356h and a cetication that the conten;ts.are a true copy of the application 
filed with the Center for Drug Evaluation and Research) w sent to fhe Kansas City Dj&ct 
office of the FDA. This “field copy” was contied in a burgundy folder; . 

I 
We !ook :fonva.t-d to the approval of this NIlA Should any additional information be: 
recpired, plqase do not hesitate to contact me a$ (3 14) 576-6100 ext. 3070. 

Sincerely, 

JONES PlKAlU@ INCORPORA~ 
(A wholly owed subsidiary of King Pbannaceticals, Inc.) 

Nancy Cafmeyer 
Director, Regul&ory Affairs 

- 
E&losur~ : . 


